MASSACHUSETTS DEPARTMENT OF PUBLI C HEALTH
RADI ATl ON CONTROL PROGRAM
CERTI FI CATE - N VI TRO TESTI NG
W TH RADI CACTI VE MATERI AL UNDER GENERAL LI CENSE

105CMVMR Section 120.122 (1) (1) of Radiation Control Regul ations establishes a
general |icense authorizi ng physi ci ans, veterinarians, clinical |aboratories, and
hospitals to possess certain small quantities of radioactive material for in
vitro clinical or laboratory tests not involving the internal or external
admi ni stration of the radi oactive material or the radiation therefromto human
bei ngs or animals. Possession of radi oactive material under Section 120.122 (1)
(1) is not authorized until the physician, veterinarian, clinical |aboratory, or
hospital has filed form MRCP 120.100-2 and received from the Departnment a
val i dated copy of form MRCP 120.100-2 with certification nunber.

| NSTRUCTI ONS

Submit this form[in duplicate] to The Radi ation Control Program 90 WAshi ngton
Street, 2nd Fl oor , Dorchester, MA 02121. Acertification nunber will be assigned and
a validated copy of form MRCP 120.100-2 will be returned.

1. Please print or type wthin the Ilines, below, the nane and
address (including zip code) of the physician, veterinarian, clinical
| aboratory, or hospital for whomor for which this formis filed.

2. | hereby apply for a certification pursuant to section 120.122 (1) (1) of
Part C for use of radioactive material for (Please check one):
a. Mysel f, a duly licensed physician [authorized to di spense drugs] in
the practice of nedicine.
b. The above-named clinical |aboratory.
C. The above-nanmed hospital
d. Mysel f, a duly licensed veterinarian
3. To be conpleted by the Departnent.

Certificate Nunber:
(Leave this space bl ank. Nunmber to be assigned by Departnent.)

4. If place of use is different fromaddress in Item1, please give conplete
address:
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5. Certification - | hereby certify that:

Dat e

Al information in this certification is true and conplete.

Appropriate radiation measuring instrunments are available to carry
out the tests for which radioactive material will be used under the
general license of section 120.122 (1) (1) of Part C. The tests
will be performed only by personnel conpetent in the use of the
instruments and in the handling of the radi oactive nmaterial.

| understand that Departnent regul ations require that any change in
the information furnished on this certificate be reported to the
Departrment, within 30 days fromthe effective date of such change.
I have read and understand the provisions of 120.122 (1) (1) of Part

C, and | wunderstand that conpliance with those provisions is
required as to all radioactive material which is received, acquired,
possessed, used, or transferred under the general |icense for which

this Certificate is filed with the Departnent.

By

(Signature of person filing form

(Printed nane and title of position of person filing forn)

MRCP 120. 100-2
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CONDI TIONS AND LI M TATI ONS OF GENERAL LI CENSE SECTI ON 120.122 (1)

Section 120.122 (1): Ceneral License for Use of Radi oactive Material for Certain
In Vitro dinical or Laboratory Testing.

(1) A general license is hereby issued to any physician, veterinarian

clinical laboratory or hospital to receive, acquire, possess, transfer or
use, for any of the following stated tests, in accordance with the
provi sions of Subparagraphs 120.122 (1) (2), (3), (4), (5), and (6), the
foll owi ng radi oactive nmaterials in prepackaged units for use inin vitro
clinical or Ilaboratory tests not involving internal or external
admi nistration of radioactive material, or the radiation therefrom to
human bei ngs or ani mal s:

(a) Carbon-14, in units not exceeding 10 microcuries (370 kBq)
each.

(b) Cobalt-57, in units not exceeding 10 microcuries (370 kBq)
each.

(c) Hydrogen-3 (tritiun), in units not exceeding 50 mcrocuries
(1.85 MBqg) each.

(d) | odi ne-125, in units not exceeding 10 microcuries (370 kBqg)
each.

(e) Mock | odi ne- 125 reference or calibration sources, in units not
exceeding 0.05 mcrocurie (1.85 kBg) of iodine-129 and 0.005
m crocurie (1.85 Bg) of anericium 241 each

(f) | odine-131, in units not exceeding 10 microcuries (370 kBqg)
each.
(9) Iron-59, in units not exceeding 20 m crocuries (740 kBqg) each
(h) Selenium 75, in units not exceeding 10 mcrocuries (370 kBq)
each.
(2) No person shall receive, acquire, possess, use or transfer
radi oactive material pursuant to the general |icense established by 105

CVMR 120.122 (1) (1) until he has filed form MRCP 120.100-2, "Certificate
- In Vitro Testing with Radi oactive Material Under Ceneral License", with
the Agency and received from the Agency a validated copy of form MRCP
120.100-2 wth certification nunber assigned. The physici an,
veterinarian, clinical |aboratory or hospital shall furnish on form MRCP
120. 100-2 the following information and such other information as may be
requi red by that form

(a) Name and address of the physician, veterinarian, clinica
| aboratory or hospital

(b) The | ocation of use; and,
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(3)

(c) A statenent that the physician, veterinarian, clinica
| aboratory or hospital has appropriate radiation nmeasuring
instruments to carry out in vitro clinical or laboratory tests with
radi oactive material as authorized under the general license in 105
CMR 120.122 (1) (1) and that such tests will be performed only by
personnel conpetent in the use of such instrunments and in the
handl i ng of the radioactive nateri al

A person who receives, acquires, possesses or uses radioactive

materi al pursuant to the general |icense established by 105 CWVMR 120. 122
(1) (1) shall conply with the foll ow ng:

(4)

(a) The general licensee shall not possess at any one tineg,
pursuant to the general license in 105 CWVR 120.122 (1) (1), at any
one location of storage or use, a total anmpount of iodine-125,
i odi ne- 131, selenium75, iron-59, and/or cobalt-57 in excess of 200
m crocuries (7.4 MBQ).

(b) The general |icensee shall store the radioactive material
until used, in the original shipping container or in a container
provi di ng equival ent radiation protection.

(c) The general licensee shall use the radioactive material only
for the uses authorized by 105 CVR 120.122 (1) (1)

(d) The general licensee shall not transfer the radioactive
material to a person who is not authorized to receive it pursuant to
a license issued by the Agency, the U 'S Nuclear Regulatory
Commi ssi on, any Agreenent State or Licensing State, nor transfer the
radi oactive material in any manner other than in the unopened,
| abel ed shipping container as received fromthe supplier

(e) The general |icensee shall dispose of the Mock |odine-125
reference or calibration sources described in 105 CVR 120.122 (1)
(1) (h) as required by 105 CWMR 120.241 of 105 CWMR 120. 000.

The general |icensee shall not receive, acquire, possess, oOr use

radi oactive material pursuant to 105 CWMR 120.122 (1) (1):

MRCP 120. 100-2

(a) Except as prepackaged units which are |abeled in accordance
with the provisions of an applicable specific I|icense issued
pursuant to 105 CMR 120.128 (H) or in accordance with the provisions
of a specific license issued by the U 'S Nuclear Regulatory
Commi ssi on, any Agreenent State or Licensing State which authorizes
the manufacture and distribution of iodine-125, i odine-131

car bon- 14, hydrogen-3 (tritium, iron-59, sel enium 75, cobal t-57, or
Mock | odi ne-125 to persons generally |icensed under 105 CVR 120. 122
(1) or its equivalent; and,

(b) unl ess one of the following statements, as appropriate, or a
substantially simlar statement which contains the information
called for in one of the follow ng statements, appears on a | abel
affi xed to each prepackaged unit or appears in a leaflet or brochure
whi ch acconpani es the package:
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1. This radi oactive material shall be received, acquired,
possessed, and used only by physicians, veterinarians,

clinical l|aboratories or hospitals and only for in vitro
clinical or |laboratory tests not involving internal or
external admnistration of the material, or the radiation

therefrom to human beings or animals. Its receipt,
acqui sition, possession, use, and transfer are subject to the
regulations and a general license of the US. Nuclear

Regul at ory Commi ssion or of a State with which the Conm ssion
has entered into an agreenent for the exercise of regulatory
aut hority.

Nane of manuf acturer

2. This radi oactive material shall be received, acquired,
possessed, and wused only by physicians, veterinarians,
clinical l|aboratories or hospitals and only for in vitro
clinical or |laboratory tests not involving internal or
external administration of the material, or the radiation

therefrom to human beings or animals. Its receipt,
acqui sition, possession, use and transfer are subject to the
regul ations and a general license of a Licensing State.

Nane of manuf acturer

(5) The physician, veterinarian, clinical |aboratory or
hospi tal possessing or using radi oactive material under the

general |icense of 105 CVR 120.122 (1) (1) shall report in witing to the
Agency, any changes in the information furnished by him in the
"Certificate - In Vitro Testing with Radioactive Material Under Genera
Li cense”, form MRCP 120.100-2. The report shall be furnished within 30
days after the effective date of such change

(6) Any person using radioactive material pursuant to the general
license of 105 CMR 120.122 (1) (1) is exenpt fromthe requirenents of 105
CVMR 120.200 and 120.750 of 105 CMR 120.000 with respect to radi oactive
materi al covered by that general |icense, except that such persons using
t he Mock | odi ne-125 described in 105 CVMR 120.122 (I) (1) (h) shall conply
with the provisions of 105 CWVR 120.241, 120.262 and 120.263 of 105 CWR
120. 000.
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